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amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 2 sheet(s). 



3. This report contains indications relating to the following items: 



I 


m 


II 


□ 


m 


m 


IV 


□ 


V 




VI 


□ 


VII 


HI 


VIII 


X 



citations and explanations supporting such statement 



X Certain observations on the international application 



Date of submission of the demand 
22 January 2004 


Date of completion of the report 
28 January 2005 


Name and mailing address of the DPEA/AU 

AUSTRALIAN PATENT OFFICE 
PO BOX 200, -WODEN ACT 2606, AUSTRALIA 
E-mail address: pct@ipaustralia.gov.au 
Facsimile No. (02)6285 3929 


Authorized Officer /I 
O.L. CHAI 

Telephone No. (02) 6283 2482 



Form PCT/IPEA/409 (Cover sheet) (July 1998) 



INTERNATIONAL P; 



ARY EXAMINATION REPORT 



__[pc 



:ernational application No. 
PCT/AU2003/001310 



Basis of the report 



With regard to the elements of the international application:* 
[ ] the international application as originally filed. 

[x] the description, pages 1-13, 15-32, 34-54, and appendix 1, pages 1/67 - 67/67 as originally filed, 
pages , filed with the demand, 

pages 14, 33 received on 6 April 2004 with the letter of 5 April 2004 
55-62 as .originally filed, 

, as amended (together with any statement) under Article 19, 
, filed with the demand, 



X the claims, 



pages 
pages 



received on with the letter of 



X the drawings, 



pages 1/3-3/3 as originally filed, 

pages , filed with the demand, 
pages , received on with the letter of 
the sequence listing part of the description: 

pages 1/10-8/10 as originally filed 

pages , filed with the demand 

pages , received on with the letter of 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in 
which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| | the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

[ | the language of publication of the international application (under Rule 48.3(b)). 

P j the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 
and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 

preliminary examination was carried out on the basis of the sequence listing: 
| | contained in the international application in written form. 

| | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

| J furnished subsequently to this Authority in computer readable form. 

[ j The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

j [ The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished 

4. |" [ The amendments have resulted in the cancellation of: 

f"H| the description, pages 

| | the claims, Nos. 

j ~| the drawings, sheets/fig.' 

EZZD ™ s re P ort k as been established as if (some of) the amendments had not been made, since they have been considered to 
go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed* 1 and are not annexed to this report since they do not contain amendments (Rules 70. 1 6 and 70. 1 7). 

Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report 
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m. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be nonobvious), or to be 
industrially applicable have not been examined in respect of: 

r^j the entire international application, 

[x] claims Nos: 40 

because: 

[~| the said international application, or the said claims Nos. relate to the following subject matter which does not 
require an international preliminary examination (specify): 



the description, claims or drawings (indicate particular elements below) or said claims Nos. 40 are so unclear that no 
meaningful opinion could be formed (specify): 

Claim 40 includes matter which owes nothing to the teaching of the specification. The methods claimed in 
the antecedent claims may identify properties of existing compounds, but do not provide new compounds. 



| ] the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion could be 

formed. 

1 X | no international search report has been established for said claim Nos. 40 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino 
acid sequence listing to comply with the standard provided for in Annex C of the Adnnnistrative Instructions: 

[ [ the written form has not been furnished or does not comply with the standard. 

J~J the computer readable form has not been furnished or does not comply with the standard. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; citations 
and explanations supporting such statement 

1. Statement 

Novelty (N) Claims 1-14,25-39,41,42 

Claims 15-24,43-46 

Inventive step (IS) Claims 1-14,25-39,41,42 

Claims 15-24,43-46 

Industrial applicability (IA) Claims 1-39, 41-46 

Claims 

2. Citations and explanations (Rule 70.7) 

Documents considered: 
Dl FXU et al. International Journal of Cancer. Vol. 53, 1993, pp401-408. 

D2 R M NEVE et al. Biochemical and Biophysical Research Cornmunications. Vol. 280, 2001, pp274-279. 

D3 F CENTIS et al. Hybridoma. Vol. 1 1, no. 3, 1992, pp 267-276. 

D4 US 596851 1 (AKITA et al). October 19, 1999. 

D5 WO 1999/031 140 (GENENTECH, INC). 24 June 1999. 

D6 WO 2001/015730 (GENENTECH, INC). 8 March 2001. 

D7 E ENAN et al. Journal of Biochemical and Molecular Toxicology. Vol. 12, no. 2, 1998, pp83-92. 
D8 X LI et al. Cancer Gene Therapy. Vol. 8, no. 8, 2001, pp555-565. 

D9 I STANCOVSKI et al. Proceedings of the National Academy of Science, USA. Vol. 88, 1991, pp8691- 
8695. 

D10 T P J GARRETT et al. Molecular Cell. Vol. 1 1, 2003, pp495-505. 

Dl 1 Y L YIP et al. International Journal of Cancer. Vol. 104, 2003, pp303-309. 

D12 J SINGH et al. Journal of Medicinal Chemistry. Vol. 40, 1997, ppl 130-1 135. 

Novelty 

Documents D1-D9 do not disclose a three-dimensional structure of ErbB2 corresponding to that disclosed in the 
present specification. Claims which comprise this feature are considered novel over the prior art. 

Compounds binding to the ectodomain (ie., the N-terminal region) of ErbB2 are generally known in the art. 
Similarly, the use of such compounds to modulate the ligand-internalising properties of ErbB2 is generally 
known. Such compounds and uses do not rely on the provision of a crystal structure of the region 1-509 of 
ErbB2. 

D1-D6, D8 and D9 disclose antibodies which bind various epitopes on the ErbB2 ectodomain and modulate its 
function. These documents anticipate claims 15-21, 24 and 43-46. 

D7 discloses small molecules which bind to the ErbB2 ectodomain and modulate its function. This document 
anticipates claims 15-23 and 46. 

Continued on Supplemental Sheet 
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VII. Certain defects in the international application 



The following defects in the form or contents of the international application have been noted: 

The specification does not conform to Article 3(2) of the PCT. The pages forming appendix 1 (1/67-67/67) should 
properly be part of the description or figures. 
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Vm. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

Claims 32 and 34 do not appear to be supported by. the description. The claims are not limited to the ErbB2 
polypeptide crystals provided by the applicant in the specification or crystals reasonably derived therefrom. Only a 
single such crystal has been provided; given the nature of the technology, it does not appear reasonable that the 
conditions provided could be extrapolated to provide crystals of any given ErbB2 polypeptide. 
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Continuation of Box V 



Novelty, continued 

D10-D12 are non-patent documents that were published after the priority date of the present application. These 
documents are presented for information only. D10 discloses the presently claimed truncated-ErbB2 crystal structure. 
Dl 1 discloses a structural analysis of the ErbB2 receptor using antibodies. D12 discloses the structure-based design of 
an ErbB2 receptor inhibitor using a crystal structure of a cAMP dependent Ser/Thr kinase. 

Inventive step 

Further to the above considerations, it is considered that the subject matter of claims 15-24 and 43-46 is obvious in the 
light of D1-D9 cited above. 



Industrial Applicability 

The invention as claimed is industrially applicable. 
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